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DETAILED ACTION 
Response to Arguments 

Applicant's arguments filed 1 1/25/1 1 have been fully considered but they are not 
persuasive. 

On page 6, regarding claim 1 , Applicant argues that Gray fails to disclose a spiral 
or helically wound loops that are wrapped around an axis as is claimed. Applicant 
argues that the spiral indication that is "arbitrarily drawn" by the Examiner and that a 
mesh stent can not fairly be interpreted as the claimed closed loops being helically 
wound around the longitudinal axis. 

Examiner respectfully disagrees and notes that the spiral/helically wound loops 
are not arbitrarily drawn in by Examiner, but that the loops (which are understood to be 
each loop (Figure 3, items 132, 134, 136, 138), arranged within a mesh structure, which 
is clearly shown to be a diagonal mesh. Examiner notes further that a diagonally 
oriented mesh, which is curved into a tubular shape (such as is shown in Figure 10), 
does result in its loops that make up the mesh being helically wound around the 
longitudinal axis that is created within the tubular shape when the mesh is curved. 

On page 7, regarding claim 1 , Applicant further argues that the Examiner's 
annotation has removed the junctions (222) that clearly lie between the connected mesh 
strands, and that the junctions are positioned at each strand crossing of the mesh 
structure, and so fails to describe or show the claimed arrangement of loops. 

Examiner respectfully disagrees, noting that Gray teaches the conductive strands 
(221) forming just about any pattern ([0099]), and that Figure 1 0 shows the pattern of 
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the strands indicating a helically wound configuration. Examiner is not sure how 
Applicant's arguments with respect to the conductors realizing immunity from EMF 
interference or insult supports their arguments with respect to the arrangement of 
closed loops, and so does not consider this persuasive. 

On page 7, with respect to Gray in view of Bucker, Applicant argues that Bucker 
is presumably cited under 35 USC 102(2) due to the unavailability of the Bucker, US 
application under 35 USC 102(e). Examiner respectfully disagrees and, referring to the 
Non-Final rejection, notes that Bucker is applied under 35 USC 103(a). 

On page 7, regarding claims 6-7 and 9-10, Applicant argues that Bucker fails to 
teach strut loops wrapping around an axis with an integral number of whole turns. 
Applicant argues that Bucker cannot show loops wrapping around an axis with an 
integral number of whole turns because the loops stop short of 360 degrees. Further, 
Applicant argues that Bucker does not teach closed circuits. 

Examiner respectfully disagrees and notes that the figures 4a-4g are separate 
embodiments of endoprostheses, and that while figures 4b and 4c appear to have loops 
that stop SHORT of 360 degrees, the cited embodiment (Figure 4a), shows loops that 
extend in whole turns (360 degrees) as is claimed, further noting that Gray discloses 
closed circuits, and that Bucker was not relied upon fur electrically conductive closed 
circuits. 
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Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "equal area 
counterpart lobe" must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1 .121 (d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 2 states that the lobes are circumferentially separated from an equal area 
counterpart lobe by 180 degrees. However, the claim from which it depends claims that 
the stent comprises loops, loops comprising struts, and the loops being formed from 
strut loop portions. However, the specification does not provide support for the loops 
portions having a plurality of lobes that are each separated from a counterpart lobe by 
1 80 degrees. It appears that this is either new matter, or an indefinitely worded claim. 
For example, from this claim it is not clear whether the strut loop portions have a 
plurality of lobes each, whether the equal area counterpart lobe is part of the plurality of 
lobes, or another explanation. Further, for this claim, it appears the drawings and/or 
specification fails to support this claim (for example, the drawings do not show the lobes 
each separated from a counterpart lobe circumferentially by 180 degrees, while they 
would support the lobes being separated from counterpart lobes that have been twisted 
180 degrees). For the purposes of Examination, Examiner is interpreting this as a 1 12 
2 nd paragraph claim issue as opposed to a 1 12 1 st paragraph and/or drawing issue. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Claims 1-3, 6-7, 11, and 26-27 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Gray et al. (US 20050049683 A1), hereinafter known as Gray in view of 
Bucker (WO 03015662 A1 ; US 20040249440 A1 1 is being used as a translation 
thereof). 




Annotated Figure 10 



Regarding claims 1 and 6-7, Gray discloses an implant comprising: 
a tubular metal stent (Figure 3 (tubular); Abstract (metal); [0018] (stent)) 
defining a lumen centered on a central longitudinal axis (Annotated Figure 
10; "axis"), the stent being radially expansible from a radially compact 
delivery configuration to a radially larger deployed configuration ([01 14]), 
a plurality of electrically-conductive closed loops comprising struts 
forming an apertured wall of the stent (Figure 3, items 1 32, 1 34, 1 36, 1 38 
(loops) and [0095]; the curved segment loops form the meshed wall of the stent. 
The struts are the "strands", Figure 10 item 221 .), 
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said loops being helically wound around the longitudinal axis 
(Annotated Figure 10), 

each of said loops being formed from strut loop portions (Figure 1 , 
items 102, 104) providing electrically-conductive current pathways within 
which eddy currents are liable to be induced when subjected to a time- 
dependent external magnetic field (Figure 1 , item 110, 112), each of said 
loops including a first current pathway and a second current pathway 
([0076]) wherein said first current pathway and said second current 
pathway are arranged such that, regardless of the direction of said external 
magnetic field, the direction of the eddy current that would be induced by 
said field in said second current pathway is the reverse of the direction of 
the eddy current that would simultaneously be induced by said field in said 
first current pathway, thereby to prevent flow of eddy currents in each of 
said loops, thereby mitigating a Faraday Cage effect and rendering the 
lumen visible to MRI (Abstract) 

but fails to disclose the loops wrapping with an integral whole number of 
turns, the number of turns being at least three, and the pitch of the spiral being 
constant. 

However, regarding claims 1 and 6-7, Bucker teaches strut loops 
wrapping around an axis with an integral number of whole turns (Figure 4a), and 
at least three turns (Figure 4a shows four turns), and the pitch of the spiral being 
constant (Figure 4A). Gray and Bucker are involved in the same field of 
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endeavor, namely stents. It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the stent of Gray by having 
at least three turns as is taught by Bucker in order to have a stent that is long 
enough to cover a diseased area and prevent restenosis an entirety of a problem 
area. Although dependant on the implantation site and the amount of diseased 
vasculature, the number of turns would be able to be optimized to correspond to 
the length of the stent needed. Further, it would have been obvious to have the 
pitch of the spiral path be constant in order to simplify the manufacturing process. 
By not changing the pitch of the spiral, the process of manufacture will take less 
time and be simpler, since calculations and modifications would not have to be 
made to change the pitch. 

Regarding claim 2, Gray further discloses the strut loop portion formed as 
a plurality of lobes (Figure 2, items 126, 128), each lobe being circumferentially 
separated from an equal area counterpart lobe by 180 degrees (Figures 3-6, 10) 
Figure 10 shows loop portions being formed the entire circumference of the stent, 
including 1 80 degrees from every other lobe. Examiner notes that although the 
drawings are not interpreted as being to scale, Examiner understands the 
conductive material of the mesh/loops is much smaller than the open space 
between the loops (which are the lobes), and so inherently, each lobe is 
circumferentially separated from a counterpart lobe by 180 degrees, since the 
mesh material can not possibly occupy the entirety of the space of a lobe). 
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Further, Examiner understands that the lobes and counterlobes of the 
loops have the same area, since they are all purposely drawn to the same scale 
(Figure 2, items 1 26, 1 28). Alternatively, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify Gray by 
having the lobes and counterpart lobes to have equal area in order to make the 
manufacture of the stent simpler. Creating a mesh of loops, lobes, and 
counterlobes that are equal area is easier than to create a mesh of loops, lobes, 
and counterlobes that have different areas. 

Regarding claim 3, Gray discloses the implant of claim 2, further 
comprising an electrically-insulating joint between said two loop portions at the 
cross-over point ([0077]). 

Regarding claim 11 , Gray further discloses wherein loop portions 
correspond to struts that are joined end-to-end to each other (Figure 5) and can 
deploy in use to form a zig zag pattern ([0085]; zig zag). 

Regarding claims 26-27, Gray further discloses the implant being made of 
Nitinol or stainless steel (Abstract). 



Claims 15-16, 18-19, 21, and 23-24 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gray in view of Bucker as applied above to claim 1 and further 
in view of Blank (WO 03/075797 A2). 

Regarding claims 15-16, 18-19, 21, and 23-24, the modified Gray 

discloses the invention substantially as claimed, but fails to disclose the 
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electrically insulating links being mechanical couplings movable to each other, 
with a hook and an eye, a layer of ceramic or adhesive bonding material, the 
couplings being interlocking fingers, mechanically engaging surfaces, having an 
overlying restraining strap, a molded connector piece, or a thinned portion, and 
having first and second cooperating link portions. 

However, regarding claims 15-16, 18-19, 21, and 23-24, Blank teaches a 
stent visible in MRI with electrically insulating mechanical couplings (Figure 5), 
with a first cooperating link portion (Figure 5, item 32) and a second cooperating 
link portion (Figure 5, item 34), 

wherein the cooperating portions can move relative to each other ([0072]), 
wherein including a layer of bonding material between the cooperating link 
portions ([0071]; the pin (Figure 4, item 26) comprises the "bonding material" 
because it is located between the cooperating link portions, bonds the two 
portions together, and has at least one layer of a material) 

wherein the bonding material is ceramic ([0071]; the pin may be ceramic), 
wherein the mechanical coupling comprises interlocking fingers (Figure 4, 
item 22 and 24), 

wherein each link includes a molded connector piece (Figure 4, [0071]; a 
pin is a molded connector piece). 

wherein each link includes a portion that is locally thinned with respect to 
the thickness of the wall implant (Figure 5; portions 32 and 34 are at least about 
half the thickness of the wall implant). 
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Gray, Bucker, and Blank are involved in the same field of endeavor, 
namely stents. It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the stent of Gray by using the 
mechanical couplings as taught by Blank in order to have a variety of connectors 
for the stent struts of Gray. This way, the degree of flexibility of the stent and 
mobility of struts relative to one another can be controlled, and a more flexible 
stent will result. This will allow the stent to be implanted in a variety of vessels, 
for example, very tortuous vessels that require a stent that is flexible. 



Claims 15, 18, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gray in view of Bucker as applied above to claim 1 and further in 
view of Pacetti (US 6712844 B2) 

Regarding claims 15, 18, and 20, the modified Gray discloses the 
invention substantially as claimed with an electrically insulating material 
connecting link portions (Figure 1 1 , item 234), but fails to disclose a layer of 
adhesive bonding material or ceramic bonding material between the first and 
second cooperating link portions. However, Pacetti discloses mechanical 
coupling linkage (Figure 8, Column 8 lines 7-9) with a layer of bonding material 
between first and second cooperating link portions in the form of an adhesive 
(Column 7, lines 2-13; adhesive), or a layer of ceramic (Column 7, lines 38-39). 

Gray, Bucker, and Pacetti are involved in the same field of endeavor, 
namely stents. It would have been obvious to one of ordinary skill in the art at 
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the time the invention was made to modify the stent of the modified Gray by 
using the mechanical connections as taught by Pacetti because they are 
recognized alternatives in the art as strut connectors. Using the specific 
adhesive or ceramic bonding materials as taught by Pacetti would further be 
obvious to ensure complete biocompatibility and the ability to hold the portions 
together even under body conditions, ensuring the stent remains together in 
place as long as needed without coming apart. 



Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gray in 
view of Bucker and Blank, as applied above to claim 1 6 in view of Raulerson (US 
5599311 A). 

Regarding claim 17, the modified Gray discloses invention substantially 
as claimed in claim 16, but fails to disclose a hook and eye portion holding 
mechanical linkages together. 

However, regarding claim 17, Raulerson teaches two cooperating 
portions of a stent being held together by a hook and eye (Column 7, lines 35-41 ; 
Velcro). Gray, Bucker, Blank, and Raulerson are involved in the same field of 
endeavor, namely stents. It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the stent of the modified 
Gray by using a hook-and-eye closure for connecting links as is taught by 
Raulerson in order to increase the flexibility of the stent at every connection 
point. Velcro (hook-and-eye connections) allow movement relative to each side, 
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and so the flexibility of the stent will increase, allowing the stent to be implanted 
in a variety of tortuous vessel with ease. 

Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gray in 
view of Bucker and in view of Blank as applied above to claim 1 5, and further in view of 
Lenker et al. (US 6176875 B1 ), hereinafter known as Lenker. 

Regarding claim 22, the modified Gray discloses the invention 
substantially as claimed in claim 15, but fails to disclose mechanically engaging 
surfaces in combination with at least one restraining strap. However, regarding 
claim 22, Blank teaches mechanical coupling comprises mechanically-engaging 
surfaces (Figure 5) and Lenker teaches at least one restraining strap overlying 
strut link portions (Figure 5c, item 102). 

Gray, Bucker, Blank, and Lenker are involved in the same field of 
endeavor, namely stents. It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the stent of the modified 
Gray in view of the mechanically engaging surfaces as taught by Blank in order 
to be able to control the degree of flexibility of the stent. By having the 
connections of Blank, a more flexible stent will result, allowing the stent to be 
implanted in a variety of vessels, for example, very tortuous vessels that require 
a stent that is flexible. 
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Further, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include the restraining strap as taught by Lenker 
in order to restrain the stent until ready for expansion. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JACQUELINE WOZNICKI whose telephone number is 
(571)270-5603. The examiner can normally be reached on M-R, 10 am - 6 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, please 
contact the examiner's supervisor, David Isabella, at (571)272-4749. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

If there are any inquiries that are not being addressed by first contacting the 
Examiner or the Supervisor, you may send an email inquiry to 
TC3700_Workgroup_D_lnquiries@uspto.gov. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/DAVID ISABELLA/ 
Supervisory Patent Examiner, Art 
Unit 3774 

/J. W./ 

Examiner, Art Unit 3774 
12/31/11 



